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5600 Fishers Lane
Rockwailli
Suite 815
Rockville
Maryland 20857

12th July 2004

Dear Sir or Madam

RE: SAMHSA Proposed Revisions to Mandatory Guidelines for
Federal Workplace Drug Testing Programs (Docket # 04-7984)

I write with reference to the above document and would like to make the
following comments for consideration on behalf of Cozart Bioscience Ltd.

Section 8.3 details the proposed procedure for collection of an oral
fluid sample through spitting directly into a specimen tube under direct

supervision.

1

This proposed procedure does not permit provision for the use of FDA
approved drugs of abuse oral fluid collection devices that have shown not
to affect the specimen in an adverse manner. Of equal importance is that
the device needs to collect a sgecified volume of oral fluid. As noted on
page 19680 of the document, a known volume of oral fluid is required to
establish specific cut-offs for oral fluid testing. With the current state of
testing technology, a 1mL volume of collected, neat oral fluid should be
sufficient for screening and confirmation testing.

We propose that the guidelines are amended to include suitable FDA
approved oral fluid collection devices that collect defined volumes of oral
fluid specimens for drug testing. The volume collected should be
reproducible (within 20% of the target volume) with target volumes
between 1 and 2 mL. We would also propose that provision for splitting
the sample be made an option to be carried out at the laboratory or at the
site of collection.

2. Section 3.9 details the proposed procedure for validity tests to be
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5600 Fishers Lane
Rockwall II
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Rockvilie
Maryland 208~J

12th JUly 2004

Dear 5ir or Madam

RE: SAMHSA Proposed Revisions to Mandatory Guidelines for
Federal Workplace Drug Testing Programs (Docket # 04-7984)

I write with reference to the ahnv~ doc:ument and would like to make the
following comments tor conSlderatinn nn h~half of Co7art Bioscience Ltd.

1. Section 8.3 details the proposed proc~rJIJrp: for collection of an oral
fluid sample through spItting dIrectly Into a speCimp:n tllhp: llnder direct

supervision.

This proposed procedure does not permit provision for the use of FDA
approved drugs of abuse oral fluid collection devices that have shown not
to "dff~(..t th~ spedm~n in an adverse manner. Of equal Importance Is that
lh~ tJ~vi(.;~ rI~~tJ~ to t:oll~(..t "d soecified volume of oral fluid. As noted on
p"dyt! 19680 of tht! documt!nt a known volume of oral fluid Is required to
~st"dblish SD~(.;ifjt: c.:ut-off~ for or~1 fluid t~sting. With the current state of
Lesling lechnology I a 1mL volurn~ uf c.:ollt!t:t~d, neat oral fluid should be
sumdenL for scr~erlirlY and c.:onfirm~tiun t~stiny.

We propose tllat tile guidelines are amended lo include suitdul~ FDA
approved oral fluid collection devices that collect denrled volurrl~~ ur ural
fluid specimens for drug testing. TIle volume cullecleu ~tluulu u~
reproducible (within 20% of the target volume) with target volumes
between 1 and 2 ml. We would also propose that provision for splitling
the sample be made an option to be Cal-l-ied out at the laboratory or at the
sIte of collection.
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2. Section 3.9 details the proposed procedure for validity tests to bc
canied out on ~II oral fluid specimens.

The use of a device with a sample adequl1cy (volume) indicator as
described above will also ensure that C) sufficicnt volume of oral fluid is
collected. When used under direct supcrvision and under full chain of
custody, this would negate thc nccd for the requirement of validity tests
for substitution.

J. Section 2.2{a) propose~ that a urine specimen should be collected
whenever an oral fluid specimen is collected.

This proposed regul~tion eliminates the advantages that oral fluid
collection brings to Fcdcr~1 Workplace Testing and in addition will result in
increasing the cost of the testing procedure and time required for testing.
We propose th~t thc guidelines are amended to collect only one specimen
unless thcrc i$ difficulty with the collection (shy bladder, dry mouth) as
detailed in scction 2.2(b). This could be further augmented by the use of
a hair s~mplc a$ a better alternative to urine. A hair sample COUld be
collected wccl<s after the initial test and also provide a longer window of

detection.

We see the introduction of alternate testing as a positive st~p nS we have
been involved in oral fluid testing in the U.K. for a nLimber of YF!nrs. In our
experience the levels of drugs found in real life ar~ much higher than
those seen in research situations and therefore window~ or detection are
likely to be longer,

If you need any further information pleasp: do not hesitate to contact m~.

Yours sincerely


